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Background

• Two phase IIB HIV vaccine trials using the Merck 
candidate (MRKad5 gag/pol/nef) were being 
conducted in two parts of the world

• The HVTN 502/STEP study was conducted in 
areas of the world where the predominant HIV 
sub-type was B, and the major risk of acquisition 
was through MSM, IDU & HS. This study enrolled 
3000 participants.

• The HVTN 503/Phambili study was conducted in 
South Africa where the predominant HIV sub-type 
is C, and the major risk of acquisition was HS. 
This study was aborted in September 2007 after a 
STEP DSMB and only enrolled 801/3000 
participants



HVTN 503 - Primary Hypotheses

• Primary Safety
– The MRKAd5 HIV-1 gag/pol/nef vaccine will be safe and 

well tolerated in 18 to 35-year old HIV-1 seronegative
adults. 

• Co-Primary Efficacy
– Infection endpoint

Subjects who receive the vaccine will have a lower 
likelihood of acquiring HIV-1 infection than those who 
receive placebo

AND/OR
– Viral load endpoint

Among subjects who become HIV-1 infected, those 
who receive the vaccine will have a smaller average 
viral load set-point at ~ 3 months post seroconversion
than those who receive placebo



Methods

• Data was frozen 26 September 2008

• The endpoint analyses are based on a modified 
intent to treat (MITT) cohort

• Viral load analyses are limited to participants who 
have a minimum of 3 months of follow up post HIV 
diagnosis

• Viral load set-point is defined as the geometric 
mean of the values measured at visit 52.0 (~2 
months post-diagnosis) and visit 53.0 (~3 months 
post diagnosis)



Results

• Among 801 enrolled:

216 (27%) received 1 vaccination

529 (66%) received 2 vaccinations

56  (7%) received 3 vaccinations

• Retention rate: 96% (14v,18p)

• 312 (70.7%) men were uncircumcised at baseline. 

• 58 (18.6%) were circumcised during follow-up

• The overall incidence per 100 person-years of follow-up is 
3.8% (95%CI=2.6-5.5) with 760 person years of follow-up



Baseline Participant Characteristics



Baseline Risk Behaviors by Treatment 
Group: Men (MITT cohort)
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Baseline Risk Behaviors by Treatment 
Group: Men (MITT cohort)
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Baseline Risk Behaviors by Treatment 
Group: Women (MITT Cohort)
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Baseline Risk Behaviors by Treatment 
Group: Women
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HIV-1 endpoints by treatment group



Viral Load Set-point by Treatment Arm

Geometric mean VL set-point

Vaccine  17,394 copies/mL

Placebo 44,611 copies/mL

Mean VL set-point

Vaccine 4.24 log10 copies/mL

Placebo 4.65 log10 copies/mL



Viral Load Set-point by Gender

Geometric mean VL set-point

Males     58,699 copies/mL

Females 18,290 copies/mL

Mean VL set-point

Males     4.77 log10 copies/mL

Females 4.26 log10 copies/mL



Baseline Risk Behaviors for HIV infected 
Men by Treatment Arm (MITT cohort)
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Baseline Risk Behaviors for HIV infected 
Men by HIV treatment group (MITT cohort)
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Baseline Risk Behaviors for HIV infected 
Women by treatment group (MITT cohort)
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Baseline Risk Behaviors for HIV infected 
women by treatment group (MITT cohort)
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Conclusions

• Vaccination did not impact on HIV infection

• Data on viral load set-point is emerging

• Formal interim analysis is planned on 30 HIV 
infections once data on the viral load is available 
(expected January 2009)
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